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P-R-0-C-E~-E~-D-I-N-G-S
(9:03 a.m.)

CHAIR HENDRICKS: On the record. 1I'd
like to call this National Mammography Quality
Assurance Advisory Committee meeting to order. My
name is Carolyn Hendricks and I'll be chairing this
meeting with assistance from Dr. Charles Finder to
my right who is the Executive Secretary of the
National Mammography Quality Assurance Advisory
Committee.

I note for the record that the voting
members present constitute a quorum as required by
21 CFR Part 14. We also have Dr. Miles Harrison
participating in this Advisory Committee via
telephone and he had some difficulty yesterday
hearing the speakers particularly the speakers from
the audience. So I'm going to ask again if
individuals participating at the podium to please
state clearly your first and last name and your
affiliation.

Now Dr. Finder is going to review again

the Conflict of Interest Statement for the
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participants.

EXEC. SECRETARY FINDER: The following
announcement addresses conflict of interest issues
associated with this meeting and is made a part of
the record to preclude even the appearance of any
impropriety. To determine if any cdnflict existed,
the Agency reviewed the submitted agenda and all
financial interests reported by the Committee
participants.

The conflict of interest statutes
prohibit special government employees from
participating in matters that could affect their or
their employers' financial interest. However, the
Agency hés determined that participation of certain
members the need for whose services outweighs the
potential conflict of interest involved is in the
best interest of the government.

Therefore, waivers permitting full
participation in general matters that come before
the Committee have been granted ﬁor’cerﬁain
participants because of their financial invoivement

with facilities that will be subject to FDA's
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regulation on mémmagraphy quality standards with
accrediting, certifying or inspecting bodies, with
manufacturers of mammography equipment or with their
professional affiliation since these organizations
could be affected by the Committee's deliberations.
These individuals are Ms. Diane Rinella, Ms.
Jacquelin Holland, Dr. Debra Monticciolo, Mr.
William Passetti[ Dr. Mark Williams and Ms. Jane
Segelken.

Waivers are currently on file for Dr.
Carolyn ﬁendricks, Dr. Scott Ferguson, Ms. Carol
Mount, Ms. Alisa Gilbert, Dr. Miles Harrison, Ms.
Linda Pura and Ms. Melissa Martin. Copies of the
waivers may be obtained from the Agency‘s Freedom of
Information Office, Room 12A~15 of the Parklawn
Building.

We would like to note for the record
that i1f any discussion of state certifying bodies
was to take place in any meetings of the Committee
it would be a genéral discussion only. No vote
would be taken and no consensus sought. In the

interest of getting as many viewpoints as possible,
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all SGEs including state employees would be allowed
to parti¢ipate in the general discussioh so that all
viewpoints could be heard.

In the event that the discussions
involve any other matters not already on the agenda
in which an FDA participant has financial interest,
the participant should excuse himself or herself
from such involvement and the exclusion Will be
noted fof the record. With respect to all other
participants, we ask in the interest of fairmess
that all persons making statements or presentations
disclose any current or previous financial
involvement with accreditation bodies, state doing
mammography, inspections under coﬁtract to FDA,
certifying bodies, mobile uﬁité, breast implant
imaging, consumer complaints and mammography
equipment. |

CHAIR HENDRICKS: Thank you. Again at
this timé, I would like the‘memberS'of the panel to
reintroduce themsél&es for ﬁhe record énd for the
audience.

MEMBER PURA: Linda Pura,'clinical
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Coordinator, Los Angeles County Regional Cancer
Detection Program.

MEMBER HOLLAND:: Jacquelin Holland,
Program Director - Diversity Enhancement, James
Cancer Hospital and Soloff Research Institute,
Columbus, Ohio.

MEMBER GILBERT: Alisa Gilbert, Office
of Native Cancer Survivorship, Anchorage, Alaska.

MEMBER WILLIAMS: Mark Williams,
Associate Professor of Radiology, Biomedical
Engineering and Physics, University of Virginia.

MEMBER SEGELKEN: Jane Segelken, Breast
Cancer Survivor, Ithaca, New York.

MEMBER MONTICCIOLO: Debra Monticciolo,
Professor of Radiology and Section Chief of Breast
Imaging at Texas A&M.

MEMBER FERGUSON: Scott Ferguson,
Diagnostic Radiologist from West Memphis, Arkansas.

MEMBER RINELLA: Diane Rinellé. I'm a
Mammograghy Technologist and Consultant from
California. |

EXEC. SECRETARY FINDER: Dr. Charles
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Finder. iI'm the Executive Secretary of this
Committee.

CHAIR HENDRICKS: Carolyn Hendricks.
I'm a Medical Oncologist practicing in Bethesda,
Maryiand.

MEMBER PASSETTI: Bill Passetti. I'm
the Director of Florida's Radiation Con£r01 Agency.

MEMBER MOUNT: Carol Mount, Manager of
Breast Imaging and Intervention, Mayo\ciinic,
Rochester, Minnesota.

‘MEMBER MARTIN: Melissa Marﬁiﬁ. I'm an
Consulting Medical Physicist in Sduthern\California.

CHAIR HENDRICKS: Dr. Harrison.

MﬁMBER HARRISON: Miles Harrison, Breast
Cancer Surgeon, Sinai Hospital, Baltimore.

CHAIR HENDRICKS: Thank you very much.
As the last item of Committee business before we
begin the meeting, I would like to read a brief
statement addressed at the individuals in the
audience who make a public statement today.

Both the Food and Drug Administration

and the public believe in a transparent process for

~ NEALR.GROSS
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information-gathering and decision-making. To
ensure such transparency at this dpen public hearing
session of the Advisory Committee, the FDA believes
that it is,important to understand the context of an
individual's preseﬁtation.

For this reason, the FDA encourages you,
the open public hearing speaker, at the beginning of
your written or oral statement to advise this
committee of any financia14relationship‘that you may
have with the sponsor, its product;and if known, its
direct competitors. For ekample; this financial
information may include the sponsor's payment of
your travel, lodging or other expenses in connection
with your attendance at this meeting.

JLikewise, the FDA encourages you at the
beginning of your statement Eo\advisé this committee
if you dé not have any such financial relationship.

If you choose not to address this issﬁe of
financial relationships at the beginning of your
statement, it will not preciude you from speaking.

Now we'll move intQ the\open public

hearing portion of this meeting by inviting to the
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podium Jﬁdiﬁh Wagner who is going to speak on
Interventional Mammography Regulation. Ms. Wagner.
The speakers will be confined to fen minutes.

EXEC. SECRETARY FINDER: Before you
start, I just want to make mention. We no longer
have our timer. So I'm going to have to motion to
you. If I start making signals.

MS. WAGNER: Welcome. Thank you. Thank
yvou all for having me speak today. As,é nurse,
breast céncer advocate and breast cancer survivor.

My advocacy. for quélity 5reast care
began two years agc when suspicious lesions were
found on my yearly screening mammogram énd a
stereotagtig,biopsy was attempted by a surgeon who
could not localize my lesion and perforﬁ the biopsy.

so I went to an accredited breast center where a
diagnostic radiologist localized my calcifications
without difficulty, performed the biopsy and I was
diagnosed with low-grade DCIS {(Ductal Carcinoma In
Situ).

This began my quest of knowledge

regarding the standards necessary to perform image-
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guided breast biopsies. Why did the hospital that I
had worked in for 20 years and trusted not have an
expert in iméging doing my stereotactic breast
biopsy? As a nurse, I was really unaware of the
standards. I had worked 20 years in the ICU and
went aboﬁt life and didn't really realize what the
standards were for performing these image-guided
breast biopsies. And after I founa out, I wanted
other women to know what I didn't know before they
had this experience.

So I went the proceSS‘of my DCIS
treatment and I gathered information. I had
hundreds of articles from the internet. I contacted
my senators, my congressmen, Senatqrﬂmikulski, the
FDA, the ACR, Tomm& Thompson who was at:that time
Health and Human Services Secretar& and I built my
knowledge base because this was‘gaing to be the
biggest advocacy of my nursing career.

I actually last week presented my talk.

I have a PowerPoint presentation calleq "Choosing
Wisely: How to Make Informed Breast Bio?sy

Decisions" at the Milwaukee Athletic Club and I was
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sitting with one of the board members who said, "And
how do you get paid? Are you paid for doing this?"

I said, "No, this is my mission in life. This is
my missién to let women know before they get into
this position where someone says you have a lesion
or a suséicious mammogram and they go ballistic
because I was that woman. I wanted an answer
yesterday." Even though I felt I was a very strong
woman, you hear that, and Iﬁthink mény bf you know,
you just short circuit.

So I began writing articles in national
magazines, nursing publications, Qne/called
"Nursingmatters"” énd I received calls from Parish
Nurses who read "Nﬁrsingmatters",to speak at
churches and I speak where anyéne will listen. 1I've
appeared on a loéal NBC affiliate in my area
regarding my advocacy of quality breast centers and
accredited breast centers and women con;écted me
regularly about questions and concerns that they
have about their breast biopsy decisions. I
correspond with nurses in hospitals throughout the

country who have issues of concern related to the
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quality énd/performance ofvbreast biopsy and the
standardé of practice for physicians who perform
them. |

I believe that early diagnosis of breast
cancer whenfit is less that 15 mm is critical for
improvement in breast cancer mo
and that quality standards must be mandatéd for
performaﬁce in all these areas of mammography from
screening to diagnosis, biopsy and/treatment. Women
need to be able to trust the medical system. I
trusted a system that I worked in 20 yéaré and they
need to be assured that this physician who performs
theée procedures maintains the high quality
standards.

So I speak as I say wherever I'm invited
and I have a handout called "Key Quéstibns That
Determine a Quality Breast Centér"fa@d I give it to
women and I make them think.

I have spoken before the IOM Committee,

Improving Mammography QUality Standards in
September 2004 and I requested that al; image-guided

breast biopsies, stereotactic, ultrasound and MRI be
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required to have mandated aécreditation. This
request was discussed by the committee and it was
stated that the name MQSA would néed'to be changed
in order to include non-mammographic imaging
modalities. My request was, "Then change the name."

When/the study did come out, it was
titled ";mproving Breast Iméging Quality Standards"
because breast care has evolved. The umbrella has
gotten bigger. We need to include everything
underneath it in the diagnostic process of breast
care.

I found a véry important statement in
the IOM Study of 1999 and I use this,atyall my
presentations. It's right up on*my*siide. "These
studies identify multiple steps)dﬁring the
diagnostic evaluation of breast cancer at which the
quality of care may be affected/by the guality of
the procedure. Poor gquality at any step could
significantly impact the overall quality of the care
provided." About two weeks ago, I had the privilege
to spend time in London with Dr. Nicolas Perry who

is the Consultant Radiologist and Head of
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Mammography at St. Bartholomew's in Londén. He
echoed the same sentiment in this statement. He
said, "I believe that quality is morekthan just a
word andxa chain is no stronger than its weakest
link." In fact, in London, they are going to be
doing the fourth edition of their European
Guidelinés for Mammography and he Qés réquested by
the European Parliament to incorporate mdre on the
diagnostic portion of it andAthe physicians who
perform it. So that will be cemihg out in October
of this year. He will be presenting/it‘before the
European Parliament. | |

I believe that the Diégnostic
Radiologist should be the sﬁb\spegialist dedicating
100 percent of his time to breast imaging in order
to perfofm guality care. I have found in all my
studies that the majority of,radiblogy‘groups do not
have radiologists who perform breast care 100
percent because they still have to take'call and
weekends and because of the financ;al i@pact of not
getting enough forAmammography, they can't afford to

raise this area of radiology to the level that it
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deserves.

And there's a recent article by Jerry
Kolb the National Consortium of Bréast'anters} it's
called the "Bulletin," and iﬁ's entitled "Good
Enough - The Enemy of Great."

I have been in communication with
numerous breést care leaders in thié country and
keep echqing to me the same concerns: medical legal
issues, inability to fill Breast Fellowship
positions; and cost of proposed auditing if the IOM
Study Recommendatiéns‘would be\accepted}~ So I speak
out for qualityvbeing mandated and yet I realize
none of this can happen unlessyreimbursement for
mammography and the above concerns are put into
place before the recommendations are mandated.
There neédsvto be increases in reimbursémenﬁ for
mammography ‘and biopsy proceduresibefore these
recommended mandates can be put into place.

How are we going to get new fellowship
positions filled/when radiologists are unhappy
because they have to do mammography? I\know that

screening mammography saves lives for women, wives

NEAL R. GROSS
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and mothers and if you ask Tommy Thompson, daughters
because his 33-year-old daughter was diagnosed last
year with breast cancer. Dr. Daniel Kopans in a
recent céver story, "MQSA Historic Success Becomes

Regulatory Threat," Diagnostic Imaging, September

2005 stated, "Mammography is difﬁicult, stressful
work but since screening began,;th¢~brea9t cancer
death rate in the U.S. has‘dropped'by 25%. Better
therapies have also contributed, but the majority of
that decrease is from scxeeninqu\AAnd i am one of
those people who had good screening éndithey found
my micro calcifications.

That is why I believe that mammography
deserves to be a sub specialty of radioiogy and
radiology groups should give it tﬁe;same/reverence
that they do MRI, Interventiona1~Radioiogy because
after all, isn't mammography/iﬁportant?~»You all
have mothers and daughters and wives. After all, we
are also locking at these costs and by the 2010, and
this is in an article by Dr. William Eckland, 50% pf
all women in this country will be mammography

eligible. The baby boomers are coming. I'm the
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first.

If mammography is not mgde a sub
specialty and radiqlogists are forced by their
groups to\read/the;480 mammégrams‘ber\ygar often
without a committed desire how will4ﬁedical students
and resiaents ever learn this broad gcoée of breast
care? That*S\What Dr. Perry says. It's a broad
scope.

Ifwould request, I\hope/and desire, that
this committee will take the nécessary steps to
insure that the recommendations of the IOM Study are
adopted by both the FDA and Congress\so\ﬁhat women
throughout this country will receive fheir breast
care, inéluding screening, diagnostic, imagefguided
biopsies performed by dedicated Accrediﬁed Imagining
Physiciaps who practice breast care with the highest
of standards mandated under the BIQSA (Breast
Imaging Quality Standards Act) . And‘we}need to have
centers of excellence so that this can be performed.

I would also request that the committee
and Congress address the costs éf implementing these

proposed. recommendations so that mammography will

NEAL R. GROSS
COURT REPORTERS AND TRANSGRiBERS

1323 RHODE ISLAND AVE., NW. .
{0\ 244477 \?\H\RH[MGT{'&N Nne SANNRLAT7O4 wnsaar naalrarnes frrm




10

11

12

13

14

15

16

17

18

19

20

21

22

19

not lose:physicians and centers\duertd the increased
cost incurred due to the mandating of iﬁproved
standards of care. The burden of increasing
mandates on an already low-reimbufsed procedure will
put further stress on radiology gxoups’and all
facets of mammography. Thank you.

CHAIR HENDRICKS: Thank you very much.
Any commgnts-on,the presentation from the audience
or the pénel? Then we move to Dp. Richard Wagner
who is going to speak on interventional mammography
regulation. |

L DR. WAGNER: Thank you for ining me the
opportunity to present my statements in person to
this advisory committee. I have no conflict of
interest.

My name is Richard Wagner. I have been
avgeneral radiologist in private practice in the
Milwaukee area for almost 27 years. I have
performed almost all aspects of éenéral‘radiology
including CT, MRI, ultrasound, nuclear medicine,
many intérventional procedures and mammography

including screening and diagnostic.
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After 25 years, 1 was removed from my
gsites of practice after raising'quality\of practice
issues having to do with nonradiologists/performing
poorly interventional breast procedures. This
initially began after my wife deveioped;suspicious
calcifications on her screening mammogram. A non-
radiologist attempted a stereotéctic biopsy but
could not find the calcifiéatioﬁs, - This prompted
taking my wife toLanyaccredited\breast~center where
a dedicated bfeastvradiologist)easily féund the
calcifications which were biopsied and DCIS was
diagnosed.

| - This made me question/whf there was a
difference in her experience and treatment between
the two facilities. I began td éisbovethhat there
were too many poorly performed biopsies including
image-guided as well as open surgical. Also,
because of boor concordance, there were}delays in
diagnosis. There were more than 50% open biopsies
being performed. Patients were not informed of
their biopsy options. I also questioned whether the

hospital's credentialing and re-credentialing
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standards regarding breast biopsiés were being met.

i brought these issues to tbe Quality
Assurance Committeé with no subStantive action.
Meanwhile, I regularly began speakiné to patients
regarding alternatives to openvbiopsies; This
further angered my non-radiology colieagues.
Initially I was verbally harassed. Ultimately
economic pressure was applied to my group. If they
would not remove me from my sites of préctice where
I had spent my entire proféssional ¢areer, the
clinic céntra¢t'would'not be renewed. I was moved
to other sites that my group cove#ed.

The contract was‘recentiy‘renewed but
not before two other partners were}also’removed from
the clinic for alsoc raising‘quality‘issues and
speakinggto the patients. Recently in on of our ACR
stereotactic and ultrasoundvaccredited sites, a
different grdup of non«radiologists is pressuring
administration into performing stereotactic biopsies
by threatening té move their breast patients to
another faciiity. ‘It appears at this time‘that they

will succeed which would put this site at risk for
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losing its accreditation. Again, economic pressures
succeed at the expense of quality}

| I have spent the last year working in
friendliér venues within my gréup.‘ I have developed
a passion for performing quality breast care. I
have dedicated a large portion of\my tiﬁe, including
vacation, educating myself in breast ca%e. This
includes reading, breast conferences andymini
fellowships. I recently Submitﬁéd my/rgsignation to
my group and plan to spend the remainder of my
career as a dedicated breast radiologist.

There are,significant diffe?ences in the
practice environment of radiologis;s performing
breast care in private practice Qérsus #hoserin
academic\settings and certain multi~specialty
practiceé. A major negative différenceAis the turf
issue which unfortunately is frequently éconcmically
driven. Many image-guided breast ﬁroceﬁures are
performed by highly skilled, 7qualified,r and
dedicated physicians but all too frequently many are
performed by less-qualified physiqians&who have

control of the patient and/or the equipment to
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perform these procedures.

This problem could be resolved by
implemenﬁing mandated accreditation stahdards for
all image-guided breast biopsy procedures thus
resulting in the highest of standards being met by
any phys%cian performing these procedures. This
would require uniform accreditation and changing
MQSA to BIQSA (Breast Imaging Quélitnytandards Act)
so that all image-guided breast biopsies would be
included. |

Currently thére are a multitude of
credentialing bodies with varying standards. It is
natural that the least qualified providers will seek
credentialing with the organization«ﬁoriwhich they
can meet their standards. Mandating\One high
quality standard for all physicians to achieve will
improve quality énd outcémes and decreage‘costs.

The patient is unaware that there are
differenﬁ credentialing standards and is often not
informed. This would also eliminate the turf issues
which often lead to a very unpleasant practice

environment for a significant number of physicians
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who would pfefer to~deliver\quality’breast care
without having to deal with often hostile
professional relationships due to these turf issues.
These igsues also contribute to recruitment
problems and veteran providers abandoning breast
care.

It has become increésingly evident since
I have become an adﬁocate for qﬁaiity breast care
that voluntary methods for accreditation are not
working. These are providers that/camP;y with the
recommended standards, but unfortuﬁatély a large
number do not. These are the providers who could not
meet these standards if they were mandaﬁed. I
strongly believe that if mandated standards of
accredit;tion for all éspects of breaétzéare were
implemented there would be a greater interest in
practicing this specialty by physicians who are
truly dedicated and would provide>high\§uality—high
volume service.

Conversely, the radi&icgists who are
disinterested in breast care but are forced by their

group to' do breast care would be weeded out, very

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., NW.
19N 2344431 WASHINGTON M A S0NAR.R701 . wann naalrarace rom




10

11

12

13

14

15

16

17

18

19

20

21

22

25

often to the benefit for the women who are not aware
of the current vast differences in breast care
standards and Ehe level of competéﬁée aﬁd degree of
interest of their providers. Moresphysicians would
probably'be inclined tc/enter the specialty of
breast cére‘if it was a sub sbecialty that received
the respect it deseived for decreasing the mortality
of breast cancer.

It is discouraging!to practice in an
environmgnt where guality is superseded by economic
incentives when non-sgpecialized prac;itioners "gkim
the gravy" but reﬁer‘thg difficulti¢ases to those
who have(greateruprcficiency aﬁd/expertise in the
performance of these more difficult ima§é~guided
procedures. There is a fear\that if accreditation
standards were raised and mandated, there would
become a. shortage of breast care providers.

I believe that ihis wouid\be,é short—
term effect at worst. It wauld\discourage and
ultimateiy eliminate physiciané with little "true"
interest in breast care. The remaining\providers

would be truly qualified as well as interested in
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providing high quality breast care. Thié would
become a "respected specialty," not the poor orphan
that it is now. Higthuality provideré‘would result
in lower incidence of malpractice.

| Héwever this issﬁe~should\also be

addressed via tort reform.  Reimbursement issues

need to be addressed. This is a real concern for a

large number of breast carerspecialists;who are in
favor of the proposed reforms but are very concerned
about the costs of their implementationf To mandate
recommendatiqns without a plan to finance them/is a
setup for failure.

As addressed in the recent IOM Study,
"Improving Breast Imaging Quality Standards," there
is a need to recruit new physicians‘intp breast
care. However these ﬁew physiciaﬁs need protection
from the various negative factors which are
currently préventing recruitment and causing
practicing provideis to quit in frustration. These
factors are turf issues, low reimbursemeht and
malpractice céncerns.

The principal goal of screening
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mammograﬁhy is to decrease the mortality and
morbidity of breast cancer. This has been shown to
have an effect when céncers are detected when they
are small and have not had a chance to metastasize.
At this early stage, they are curable and, from an
economic standpoint, early stagélcancers\are much
less costly to treat than more adfanced cancers.
Unless cancers are found in an early stage when they
are small, there ié little‘imprévement in mortality
over those that are found clinically!

Current treatments have had little
eﬁfect oﬁ imp;oving survival for later stage
cancers. ' From a screening étandpoint; missing the
small cancers and only finding the;largér cancers
defeats the purpose of screeningAand,isawasted
money.

To achieve this goal of early detection,
there is a need for highly trained, dedicated breast
imaging $pecialists who haveNhighfquaiity screening
skills who(regularly find these early cancers and
are capable of performing the image-guided,

minimally invasive biopsies that are often required
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for diagnosis and treatment planning.‘ These image-
guided procedures iequire imaging equipment that is
user-dependent.

Too‘many biopsieé are performed without
the knowledge’of the proper~indicationsidf these
image-guided\procedures and are 6ften economically
driven. All too many biopsies>arélperfprmed in
private offices where the quality of ;he imaging
equipment is suboptimal, high standards of practice
and proper documentation of the procedures are not
performed, and individual performancé standards are
not mOniﬁored nor are they curreﬁtiy,reéuired.

In summary, the patients and dedicated
breast cére providers need protection,which:would be\
providedybyvmandatcry accrediﬁatioﬁ4of all aspects
of breast care. There needs to be impréVement in
reimbursement for breast care. Why is breast care
less valued than other aspects/of medicine, yet it
is the most régulated? This regulatiqn‘is expensive
and is the respoﬂsibility of the provider. There
needs to be malpractice reformrpartiCularly relating

to breast care.
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These issues are of major<g0ncern for
people who are curzentl§vin breast-care. They are
deterrents for future breast care providers and must
be addreésed,if quality breast care canlcontinue and
hopefully expand its scope. Thank you for allowing
me to present my views during this important era in
improving breast care. |

CHAiR HENDRICKS:A Thank you;yery much.
Any questions;from the panel or\the*audience
regarding the presentation? Then at this time, Dr.
Finder's going to read some written comments
submitted by Dr. Murréy Reichei onA“Fuli Eield
Digital Mammography Guidance."

EXEC. SECRETARY FINDER: These comments
will basically apply to ourVdiscussion }ater on
today when we discuss our various guidance
documents. But the following comment was received
from Dr. Murray Reicher who is Chairﬁan)of DR
Systems, an RIS and PACS vendor. So that's his
conflict:of interest acknowledgment.

His specific input is as follows: Page

15, question 5 of the Guidance document which
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everybody should have in the héndcpts and again
we'll go ovef it in detail in the af;érﬁcbn section.
This section refers to the labeling of images at
the time of preSentation and IAagree\wiﬁh/the
comments; You may be aware that FFDM Manufacturers
deal witﬁ tﬁe/iséue of labeling of laterality and
view in Qarious ways. One vendor I know of burns
left and right and view markers such as LCC in the
FFDM imaée just as if the technologist ﬁsédfthe lead
marker with film. |
Another vendor does not but only

provides the information~neceséary for a~third party
viewer to derive that data in the DICOM header
field. Anothér vendor\doesn't provide the view
dated in standard DiCOM field but instead it seems
to provide this inﬁormation’in a privaté tag. I
suggest that FFDM Manufacturers should be encouraged
to follow one“manuféctufer‘s lead énd actually embed
the laterality and view label in the,imége pixel
since this eliminates the chancé/of ﬁisiabeling by
other viéwers down the line.

Next comment refers to page 26, question

NEAL R.GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W,

(202) 934443 WASHINGTON N SNNNR.ATN A noalraenee ram




10

11

12

13

14

15

16

17

18

19

20

21

22

31

2. The answer seems to open the door for users to
try less than five megapixei”manitbféialchough not
explicitly stated. My opinion iékthaf/readers
should have thg discretion to pick the monitor they
desire as long as there is some instruction or
method that encourages display vaavery‘pixel S0
that subsampled viewing of pixeléiin not-routinely
performed inadvertently. That's what it says.

My concern is as I have expressed it
before is that current mammography}s soft copy.
viewing QYSﬁems make it easy for'vieweré,to
inadvertgntly subsample pixels when displéying
images sﬁch as wheﬁ a four-to—oné\format is used
without gnderstanding what they‘are)@oiﬁg. I would
suggest that you consider the followiné»cdmments in
preparing future guidance docﬁmenté.

With regard to all imaging, but
mammograéhy, the PACS vendor's responsibility with
regard to data compression is to provide,labeling.
But readers can select to perfmrmythe primary
reading*of exams CT, MRI with lossy data

compression. This is becoming a very common
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practice;an@ is supported by medical literature.
There is:clearly a difference between\léssy data
compression\and\perceptibIEzvisually dégtructive
data compression. A computerizéd radiography image
or CT image with a JPEG five-to-one is lossy
compresséd but not distinguishable fraﬁ/the original
by human observers.

With regard to data compreséibn, the
Office of Device Evaluation thds ﬁeVic%
manufacturers to a differenﬁ s;andard whén it comes

to mammography and I don't fully understand what the

‘scientific or 1ega1 basis for this different

approach is. With mammography, manufacturers are
required to Iabel any lossy compraésed ?mage not for
primary reading or.at least DR Systems does that
based on our understanding of what we were required
to do by the Office of Device Evaluation and MQSA.
If this different abpibach comes from
MQSA\and’nci ODE, your input would be important. If
it's coming strictly\from ODE, doés<that mean that
if ODE approves a display/dé#ice that uses lossy

compression data for primary mammography reading,
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then MQSA policy with regard to that practice
immediately changes de factum?

~ Our piiot1researChyséems to indicate
that we can compress GE FFﬁM~mammog£§msﬁdown to
three to four hundred‘kilobytésgper image and
Lorad/Fiécher,mammagramSVdown to under @né megabyte
per imagé without resulting in visuallybdetectable
change in the image and perhapslmore befqre we could
alter an ROC curve. That's a'big benéfit/for any
mammography~prbvider with multiple~siteézseeking to
improve their mammography by\centralizihg reading to
a single site where an expert mammographer
interprets the exams. As yéu\know, data shows that
experts ﬁay detect the breaét,canCEr with twice the
frequency far more as compared/with general
radiologists readeis.

The same logic applies to need for
guidance with regard td\digitizationléf\all film
screen mammograms with’discard of the original.

This current guidance makes it:clear'thét a facility
may eleci to digitize prior’filmvmammcgiams for

comparison purposes. We want to go to the next step
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and allow a facility with proper quality controls to
digitize the prior £ilm and discard\the original or
give it to the patient. Our belief is tﬁat”this
will not only lower cost but actually enhance safe
storage in electronic clinical-a&c@ss for future
comparison.

In summary, my questions with regard to
both digitiéing‘films»and data<compression may be
condensed into one basic queétionf/:In upholding the
requirement to view and store the,ﬁoriginél
mammogram, " how can a facility or vendot:properly
demonstréterthat a‘"nonidentica1>originél" as the
result of data compression, for exaﬁple; is in fact
so functionélly identical to the origin that it can
replace the original? Of course, with regard to
both printing of film and display and monitors, one
must recaniz¢ that all existing aystems'slightl§
alter the original today since no two printers or
monitors are exactly alike.

So if a provider or vendor can follow a
quality process that insures that other data

altering steps such as data compression functionally
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and visually preserve the information in the

original image, why provideAany barrier to that
process with‘regérd to mammography in distinction to
all othef forms of medical imaging? Again, we will
discuss this in greater detail>iﬁ the,éfternoon.

CEAIR.HENbRICKS: any questimns or
comments from the panel or from the audience related
to the written comments? At this time, all of these
presentations are open foridisquésion from the panel
or from the audience. Barring any comments, we'll
move then to the ﬁext speaker. I welcoﬁe Lt.
Commander Sean M. Boyd who is Chiéf‘of the
Electronic éroducts Branch to the podium to give us
a radiologic health update. Lt. Commander Boyd,
welcome. |

LT. COMMANDER BOYD: Thank you. I do
have handouts. I'm Sean Boyd. I'm going to give
you a brief o&erview of some wbrk that we've been
doing over the past year to reconééive ?DA'S
radiological\health program. We've been working the
past ten or twelve months to .do this, acknowledging

that many of the public health problems and issues
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tha; prompted the bromulgaticn of the Radiation
Control for Health and Safety Act in 1968 have
changed glthough our public heélth missioa today
remains.: So we héve a fairly~detailed~§ut—in-
process plan to address curfent publié‘health
problems fofktoday.

What haé changed sincé'lSéS? The three
areas in your slides you'll see are firét product
environment. We believe thatVtﬁe\@arkets have
become global, not longer produ¢;s;jgst primarily
made for the U.S. or in theﬂﬁ.s.\ma:ket.
Manufacturing processes have advanced, promoting
safer building and testing and evaluatibn of
products and more effective international voluntary
standards are in place today; whereas, 25, 30 plus
years ago, the standards that were in,piace were
primarily FDA standards.

Public health needs have also changed
where pr@duct problems or manufacturing/problems
were our primary cohcern in the late 1960s and early
1970s where tcday we believe that\thosé:problems

either can be or already have been addressed for
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many of the products that we began regulating years
ago. And the issues today are more related to
product use.

Finally, CDRH resources have changed
where ovér the past few decadés,our~focp$ has
shifted ﬁore towards medical devices and our
radiological $tafﬁﬁand expertise has declined which
primarily if you loock at the FDA/hiSBer on the next
slide, the point of this slide*iS £o1say not that we
don't have as many-people as we used to, certainly
we don't, bﬁt\we need to be more\éqgnizant of the
resources, the few resources, that\we‘have and best
use those resources to deal with high priority
problems, dose-intensive equipment;and real public
health risk. |

Slidezs shows the CDRH program mission;
again, remainé to protect the public frém hazardous
or unnecessary electronic emissidné. . The way we do
that is by maintaining awareness of rédi&tion—
emittinglproductsAand their manufacture?s, who is
making what and\What they're making, asSéssing

radiation emigsion levels and conditions of use for
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these préducts, understanding the eﬁfecté of the
emissions and their potential risk ;oihéalﬁh for the
public, providing guidance to ﬁitigéte these risks
both to the users, to the public and to |
manufacturers,andvencouraging<mahufactu$ets to
comply with'requirements or avéilabie sﬁandards
while pufsuing enforcement acpion/when,ﬁecessary.
Slide 6 shows our five:program elements
that we have developed in our Rédiclogiéal Health
Plan for the future. I'm going to focuékon the top
three today, standards, monitoring aﬁdJQducation.
slide 7 shows the goals for:sﬁandards
which are primarily using perfo?ﬁande:standards that
are enforceable and‘appropria;e for:today‘s
technoloéy‘and these wouldfbe FDA peffoﬁmande
standards that are required thaﬁ‘méﬁufaéturers
comply by law while increasing\use and %éliance on
either international or national volgntary consensus
standards. -What we hope to do is establish
processe$ that we are able tdvinsure conformance
with whichever of these two:étandards, a mandatory

or consensus standard, by manufacturers when they're
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appropriate.

Some of the activities on Slide 8 that
we're hoéing to cover and\curreﬁtly hé&e in process
with regard to standards are increasing;eﬁr and
other stakeholder pérticipation:and,devglbpment of
international and national consensus again focusing
on high %isk products and dose-intensive equipment

by allowing conformance to consensus standards, by

- guidance which would be,followed:by adopting a

standard by reference. We have done that with our
Federal Easer\Standard where we've adopted the IEC
or we allow manufacturers to conform wiih the IEC
Laser Sténdard by}guidance*and arenmaviﬁg to adopt
that standardxby reference. We are going to look
into a similar paradigm ﬁor/other standgrds to |
include the CT, ultrasound or Othe?kdiaéﬁostic x-ray
standards.

Another thing that we hape to do or
we're 1oéking into right now is*pu&suing legiglative
change that would allow adoption and enforcement of
voluntary cansensusvstandards. ThisVis not

something that would be required or impact other
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portions.of the plan but if thisAis'somﬁthing that
we could;do to facilitate our use of approach
consensus standards as neceSséry»that might help us
insure product safety. Finally,,wgkwant\to base
enforcement actioné within the-standards to lower
risk.

Siide 9 shows goals“fpr ﬁonitoring and
the monitoring portion of our plan. Essentially,
we'll waﬁt to maintain awaréneSS‘of rad%ation~
emitting;electroniq products and ﬁheir
manufactﬁrers. We want to be able’té aésess
electronic productremissions and their conditions of
use. And we want to be able té understana the
effect of emissions and exposure on risk.

_Some of the activities on Siide 10 that
we are pursuing and monitoring right now/arérto
require only essential manufacturer,repérting.
We're going to relieve or provide some relief to
manufacturers of 1ow-risk/§roducts and not regquire
as many or all the types of/répoftgithaF we have in
the past for low-risk prodﬁcts but maintaining the

reporting requirements for higher risk, dose-
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intensive equipment.

At the:séme time, we want tpymove aWay\
from routine field and lab test p;agramé that we
currently have and move tbward~mdré—qausé testing,
field and lab testing and primarily to manufacture

b o Y pomar  wrn 1
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about isjweﬁre‘exploring eliminationtoﬁ the dose
measuremgnt during,MQSA‘inspections. ’We‘re
exploring phasing out routiné labo;ét&ry’and field
testing égain in favor of fqr~causé,testing where we
would beiablé toAidentify a specific problem or a
manufact@rer\that\WOuld»be of higher risk than
another thatrmight be covered in a routine program.

‘We're looking to phaseybut éertain
instrumentation calibration capabilitieé,that we
currently ha&e in favor of maintainiﬁg/>
instrumeﬁtation expertise and the capébility to
measure a variety of types of’radia;ionﬂfrom a
variety of producté.

And finally under monitoxiné} we want to
work to émphasize assessment of ﬁse andiexposures by

harvesting data from organizations. that are
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currently collecting exposure and dbée“information
rather tﬁan‘callecting that data ourselves. We may
or may n¢t have the resources t0vgvout’and collect
all the type of data that we want, Wheréas other
organizaéions are\élready céllécting iti So if we
can work together/With people to collect that,
that's what we would like té dé;
Slide 11 shows our édals“far education.

We have a goél of’having‘a\public:ablé/to make
informed choices about their oWn/e%posuxe in a
variety éf settings that might include meﬁical,
occupationa; or the home environment;\aigoal of
having users éble‘to minimize/thei& own;exposures
and optimize the exposure and dGSE*they?re providing
to the péople they are trea:ing or exposing.
Manufactﬁrers today are able toVundérstand their
responsibilities in educéting therpuﬁlic/and users
and are SGnSiﬁivevtO the risk their pfoduct poses
and appropriate informationior/actions they need to
take to minimize that risk as well és FEA and state
regulators that assess users in minimiéing radiation

exposure to the pﬁblic.
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Some of the activities thaﬁiQe're
pursuing right now uﬁder eddcation\include creating
a coordinated education program/wheré wé“re working
to partner to disséminate iﬁfoimatioﬁiand create
trainingfoppbrtunities with groups'of~ofganizations

" g

T .y P N
Le as <l

invest in the websi
educatioﬁal tool. We're working'réght now to revise
our web page to provide mére timely and current
information on radiation risk, the products we
regulate both to consumers, ﬁseis\and ménufacturers
of the products that weyregulaﬁe.

The beneﬁits that we hope to reap from
our effoits include aligning our efforts with

today's current and evolving public health needs as

‘opposed to what we. have done over the pQSt decades.

We\hope;toxexpandvéur focus on patient. and consumer
needs while maintaining the‘oversight wé have over
the manufactﬁring,Communiﬁy,’targeting our
regulation to dose-intensive équipment and where the
true public health risks are, increasing the
information that we providé io our étakeholders,

manufacturers, users, regulators and the public and
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improving coordination across the radiological
health community.

That concludes my remarks. ;f}vé
provided my contact informaiion. There?is
information available on the CDRH web pége on these
new initiatives and you can get a copy of the plan
there. There's also a public meeting that will
happen on October 31th and November lst;f And
there's a Federal Register‘notice thaﬁ published
recently on that as well.

CHAIR HENDRICKS: Thank ygu%very much.
Any questions or inputvfrom»the panel\qufrom~the
audiencelrelated tb the presentation? I just do
have a simplevquestion for/clarificatiop;regarding
the devices that you were referringlto as higher
risk and I wanted to have a clarification for what
those devices might be.

LT. COMMANDER BOYD: FDA regulates
virtually any electronic pioduct¢bhat emits any form
of radiation. - Télevision produéta,and ﬁicrowave
oven products are two examples of producﬁs that we

began regulating when the Radiation Control for
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Health aﬁd Safety Act was prqmplgated decades ago.
Those would be examples of low risk deviées. CcT
scanner;iradiation\therapy:equipment; primarily
ionizing medical t?peg of equipment areithings that
we view as highest priority for this.

CHAIR HENDRICKS: So all the medical
applications‘are réally'considéred high\risk.

LT. COMMANDER BOYD: /R/ighjt\-l :

ACHAIR‘HENDRICKS: Thank y@ﬁ; Okay. As
we move along, we have two~speakers\whbiare going to
speak jointly or seplit the :ime.: We have Priscilla
Butler f;om theAAmEriCan College of'RaQQQlogy
speaking: first on providing an update on the Current
Voluntary Interventional Mammography Accreditation
Programs. Weléome.

MS. EUTLER: ThankAyouu I thought we
were ready for the break but here<i am. I'll be
giving you a brieﬁ update op\whét“s goiég on with

stereotactic bréast biopsy accred&tation. Next

‘slide, Mike, please. The Stereo Accreditation

Program was first offered in 1996. It was modeled

after the Mammo Accreditation Program which was very
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successful even though voluntary'at*thapktime.

I do want to point out that the stereo
program only evaluates breast biqpsy\prbcedures.
There's ﬁo ﬁeedlg 1ocaiization érAdgqtography or
other inﬁerventignal procedurés‘evaluéted during
this program and'as with ail of our accreditation
programs, we look at personnel,qualifications,
clinicalfimage quality, phantom'imége quality and
dose, ali of our x«fay programs look at dose, and
the facility's quality contfol program.\:

Just 1ike mammography, we evaluate
personnel's initial qualifications. That includes
their initial training ‘as well és their initial
experien¢e, what they get duriﬁg,cqhtinuing
educatioﬁ and continuing exéerieﬁce.

The physicians,\WeAlook\at physicians,
medical physicists and technologistsi Back in 1996
with the realization that stereqtagtic breast biopsy
was beihg performed not oﬁiy bykradiologisté but
also by other phys;cians. The ACR and tﬁe American
College of Surgeons worked out angﬂpubliShed a very

detailed set of qualifications aﬁd they also defined
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several settings which these physicians would
practice:in; |

VThe*collaborative éetting«i$ the setting .
where a fadiologistyandfother phyéician$ would work
together in the same setting both peffoxﬁing
stereotactié breast biopsy procedures bét perhaps
focusing on different‘éspecﬁs. Bﬁt theywwould
bas1cally support each other in those efforts. And
most accredltad facilities that we look at tend to
practice in an independent setting:where}the
radiologist or the other ?hysiéiah wou1d\work
independently or as a group\from”the other |
specialty. |

I'm not going to go‘intoAthe,details of
those reéuiréments. I have/grovided a ?andout Qith

thoge requireménts if you want the other .

‘information.

With regards to clinical images, at this
time we iook at both masses and calcifications
facilitiés must submit what they consider to a good
example of a_massibiopsy and a calcification biopsy.

We evaluate needle devices, vacuum suction devices
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and since there has been recently a ﬁumbér of FDA
approved core biopsy devices such as M block, we've
also‘statted evaluating those.

‘The basic criteria for clinical image
quality has to do with accurate needlelpqsitioning
of the targeted lesion. So this,is,ﬁhéﬁgoﬁr
pass/fail criteria is based on.

For the phantomfimages'aﬁdfdose, first
of all, dose muét be less than 300imillirads and the
phantom imaéexquality critérié,is>§oingifo vary
depending on phantom is used. Just 1ik€,
mammography, we\laok at fibro specks and masses and
there are two phantoms that we tell the facilities
they can use. There is a mini phantom»Which>has an
abbreviated»set of test objects which égtﬁally is
good foridefying gravity becauée it hés a little lip
that can:haﬁg off the devices and then they can also
use the standard maﬁmography aécreditaﬁién phantom
for the image quality evalga;iqn. And:We have
separate procedures to use both of fhose toéls.

We require that facilities perform

quality control and the quality control that we ask
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for are those tests which arevoutlined“in the 1999
Stereo Breast Biopsy Quality\Centrol Manual.

- Our reviewers must»essentialiy meet the
same quaiificationé}as the;mammogxaphy'gqcreditation
program reviewers‘/ The reviewers must ?e ABR
certified and mustabe ACR membersml They have to
participéte in a formal training prograﬁ{ They have
to have a minimum of five years of experience and
they must in current or;clinicéirphysicé practice
across the ﬁnited\States.

We are very careful’téjaddrass potential
conflictéof igterést issues. We have a@‘automated
system to remove tﬁem from evalu&t}ngfaég facilities
which may be from the éame state or any other state
which they've identified a conflict. of interest and
we also Qerforﬁ guality control oﬁ the reviewers.

With that background, I would just like
to show you some of our curpent/éata.' This is a
chart shéwiﬁg the volﬁme of accrediﬁed facilities
over timé.  Currently we acéredit 436 ﬁnits at 428
facilities. There are a couple faciliﬁies out there

that do have multiple units. We've seen a slight
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increase over the past year. We werngetting
worried from 2062 to 2004 because it looked like we
were seeing a trend with facilities pulling out
accreditation and there was(less and less of an
interest(gettingka¢credited; Regently)wefve seen an
increase in accreditation. I'm‘ndt exactly sure
what to attribute that to but we'll éontinue
watchingithis.

 The other thing I think is of interest
is what‘our pass/fail rates are. And just like
mammqgraphy‘accreditation, faciliiigsfhave three
attemptsiat,aécreditation. Basically, it's not a
three strikes you're out but a three strikes we/show
up on yoﬁr doorstep. And the fifsi attempt at
accreditétion if they do not’paés’they/get a
deficiency.

Now what I'm showing you on this slide
is firstjleﬁ‘s focus on the green,bar. - This is the
overall pass ratelafter the;firstuatteméﬁ at
accreditation. Inxzooo, it looks we just had about
60 perceht overall pass rate which meané 40 percent

of the féciliti&é applying were not. passing
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accreditation.
ﬁe\thought we wefe seeinékaﬁ\increaSe in

the number of passing back in 2004»beéa§se we had
almost reached 7oiperdent. With the data that Ik
just ran}last week, it looké like it?#vjust dropped
slightly; But I'm not sure because of these numbers
how statisticélly significant they are for the year.
But again, one thing that?s.reéliy important to
realize is in a very similar(pfogré& and in fact in
some sense more strict because of the M@SA
regulations, mammography passes 90<perc§nt of the
units on their first attempt ét adéréditation*now.
In mammograéhy when the program waé still voluntary,
we were éeeingvabout a 70 percent péss rate. This

pass rate hasn't changed Significantlyvpver‘the past

“four or five years.

Now the other ﬁhing that's interesting
to note is the red and the blue bars. The red bars
are the number of units, are the iniﬁiai
accreditation, which means that the*Unitigoes
through accreditation for the firét time. Then the

blue bars are renewal accreditation. We were seeing
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again in 2003 and 2004 a,significant<im§rovement in
the number Of/paSSES»upOﬁ xenewai whiqh:was,really a
good sign.

In 2005 again we need to look at this
data carefully. I'm ﬁot exactly sure what has
happened but one thing‘that'we\did,see in tﬁe
mammography program is as the p;og;am got out, many
facilities were replacing their old ﬁniﬁs and all of
a sudden, we started seeing‘the inifialf
accreditation creep up in the paééxrate;because
these initialse weré‘b%and'new units/aﬁat these
facilities were installing. Theyiwéfe higher
quality; They were doing a betteﬁ,jaﬁ.

Then some of thé ren§w51; the péss rates
started going down, because they were renewing with
the sameiold uhits:they've«had~f0r the past 15
years. SO this‘is,a trend that we hévegto watch to
see if it’srfollowing'what we've/seen;in
mammcgraphy.‘iBut we will watch/this1'

Then tﬁe last piéce of the pie that I
want to ﬁresent is that why:areracilities failing

accreditation. The vast majority are failing
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because éf clinical faiiurés andywe\haveVSB percent
failing due\tQ clinical only\and;énother 10 percent
failingAdue to clinical’plgs phantqm./,What this
means is‘that the facility submitting their
accreditgtion appliéatioﬁs and*thgy ﬁhiﬁkvit's their
best work, our reviewers have dgtérmine@(that’they

have not been able to adequately target the lesion

and that's why they're failing. ‘So. similar to the

mammography, most of the;deficiencies that they're
getting are due to}clinical,reasdnskratﬁér than a
phantom or a dose issue. |

1l be happy to:take ahy qﬁestioﬁs or
we can wéitwuntil after durjnext:spegke;;

CHAIRiHEﬁmRICKS: - I have a guestion just
for clarification..

MS. BUTLER: Yes.

CHAIR HENDRICKS: Régardingythe clinical
process, are the facilities submitting the pre
biopsy films and:tﬂen the procedure related films
and also the images that a?e obtained of the cores
and then\maybe‘some(post préCedure films? I'm not

sure what the process is for the clinical review.
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MS. BUTLER: Okay. The details of the
process ére in thé‘héndéut that I gave you and in a
nutshell, they submit the mémmograﬁstwhere‘they've
identified fhe\lesions they Qantrto(téréet and then
they wil; submit pre biopsy images;:pdstgbiopsy

v

- T o~ ] PUE DR B g s oo e YA 2
for calcs, they'll submit the specimen

[oF

nages an
radiography exams.

CHAIR .HENDRICKS; And the post procedure
fiims if they are available?

| MS. BUTLER: In terms of ma&mograms or
as far aé‘ﬁhe biopsy? |

CHAIR HENDRICKS: ‘Yes;Amamm@graphy.

MS. BUTLER: No, not tfae \pp(st procedure
mammcgraﬁs. o |

,CHAIR HE&DRICKS: So ig‘s a:question of -
whether the{calcifications,wéré}pfesent in the core
specimens? Is that the criticalgguesﬁibn?

MS. BUTLER: They need to be able to see
the calcifigatigns on the original ﬁammbgrams and
then they need to be able to target those
calcificétions ifyit's a calc and then show on the

core and that would be during thetpost biopsy exam
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and then?on/the core be able to éhQW‘thét they got
those caicificaticns on the/spéeimen'radiography
exams.

CHAIR HENDRICKS: I ugdérst&nd. And
during the accreditatioﬁ procedure, for éxample, how
many of ﬁhese examples are submiﬁted? fhis may be
in the téxt but. I just/wantéd to know'how many
samples gre‘submitted to déterm;ne‘the pass or fail
in the ciinical. How many‘exampleﬁiare?éubmitted by
the facility?

MS. BUTﬁER: We\ask,thgm’to submit two
cases, one showing ancexample of/thefacéﬁrate
targeting for a mass and also one for
calcificétions. If they‘dofFNAC;~Qe al§o ask them
to submit those cases too. “

CHAIR HENDRICKS: sofin»érdéf to receive
a passing g?ade on the accreditaﬁidn; tﬁen both of
those sets need, in other wdrng:confirﬁation
procedure, if they fail on Qne,\they receive a fail.

| ’MS;vBUTLER: That is\correét; If they
do not pass/on one ofAthoseSexams; if they receive a

deficienéy, then they don't get adciedited.
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CHAIR HENDRICKS: I see. Thank you.

MS. BUTLER: And oné; other éning I did
forget tO\menfibn is we have.a‘ve:y similar program
for breast biopsy accreditation and the criterion in‘
a lot of:ways\is Véry similar. |

vCHAIR>HENDRICKS; The fééility is
selecting the images that,are‘submiﬁtedfto ACR for
accreditétion. |

MS. BUTLER: That&is correct; We asked
them to submit an exémple of)their best. work.

CHAIR HENDRICKS: So then are you
surprised at these failure rates since the
facilities have identified thesertWo,caSQ as their
best work?

‘MS. BUTLER: Yeg.

éHAIR HENDRI¢Ké: Then;yéu:goint cut
that thaﬁ's the same as mammographyiacc%éditation
facilities, similar to the best\wqu}fog:éeople --

MS. BUTLER: Yés, in)mammggraphy
accreditation; facilities aré also asked to éubmit
examples of their best work_an§41 dé/HGEﬁ'tO'pOint

out that our reviewers know that they're evaluating
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best worg and they judge this écchdiﬁgly.

CHAIR HENDRICKS: Thank you. Other
questioné or comments from the paﬂelfﬁi:st for this
speaker?z br. Williams.\

MEMBER WILLIAMS: I jﬁstimigsedvyour
comment there, Penny, about you alsb hé§e a program
for what. other kin&%of breast biopéy that are
similar.: |

'MS. BUTLER: Breast ulﬁrasound.

‘MEMBER, WILLIAMS: For ultrasound. Okay.

MS. BUTLER: ForrbreaétkultiésQund and
that evaluates noi,only breast/plgtasouh@ image
quality for7routine breast ultraséund imaging, but
also breast ultrasound biopsy bxocédu:eg;

'EXEC. SECRETARY FINDER: Can I just have
people hold for a minute sc;we caﬁ)get Dr. Harrison
back on hopefully.

) (Pause.)

CHAIR :”HENDRICKS: I have another
question for clarification regarding't@e numbers of
the facilities so far that have participated in the

voluntary program, two questions really. What
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percentage dﬁ this volume is the,taﬁai @ie of the
number oﬁ stereotéctic equipment that‘wé think we
have in ﬁheMUnited«States right now, jugt a
ballpark? What fraction? |

MS. BUTLER: We/estimétéqthat there's
about B,COOKunitsf

CHAIR HENDRICKS{< Three thouéand units.

Okay. :And the othef questions in terms of the

individuéls\in the.facilitiés fhétxhave»agreed to do
this volﬁntary éragram, was it primarily academic
centers or individuals radiélogngroups; sﬁrgeons?
What is the mix of the individuals’who~agreed to
participate in theAvoluntary,programf

MS. BUTLER: Inithis progra@ it's
primarily radiologists and ;he practiﬁeésetting
really are all over the place;flots of academic
centers. We also have a lot dﬁ community practices,
smaller hospitals, that go througﬁ éccredit%tion.

CHAIR»HENDRICKS: So you felt like you
got a reasonablé’mix.

| MS. BUTLER; Yes.

CHAIR HENDRICKS: Although it's a fairly
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small samp1e>qf’whét's going on out-there?
4MS./BU’I‘LER: Yes.

:CﬁAIR HENDRICKS: Thankkyou; Questions
or commeﬁtsrfrom theypanel,firs:vandithen from the
audience? We do have a éuestian from the audience.

Can you come to tﬁé(microphone and r@iﬁtroduce
yourself:fcr our speaker or our panelqmgmber at a
distance?

MS. WAGNER: i'ﬁ JudylWagner: I have a
question just to clarify. Ihe‘firét'bar is the
initial. The second bar is the redo. And the third
bar is tne total of the two?

'MS. BUTLER: Yes.

'MS. WAGNER: And one other guestion,
where yéu haye forrcomparigon ovér 90 ﬁercent of
mammography'uﬁitskcurrently pass dnfthehfirst
attempt. So what;rEally stands out to me, and
clarify this if i'm wrong, is that mandating these
things raises the bar for qgality rather than it
being voluntary. Would that be correct?

MS. BUTLER: Yes.

MS. WAGNER: Thank you.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
" 1323 RHODE ISLAND AVE., N.W.
{20\ 24.44%% WAKSKIINGTON DO 200N0RA704 . wasnar naalrarnecs ram




10

11

1z

13

14

15

16

17

18

19

20

21

22

60

MS. BUTLER: What we saQ duking the
mammography accreditation program is after MQSA went
into effect was a steady increasefih\théfpass rate.
What we élso saw in mammography accrédi&ation is
that immediatelygafte: MQSA went ihﬁd{ jﬁst prior to
MQSA going\into effect, faéilities:tha;\did not
pass accxeditaﬁicn'many of them dfapped:outrand they
didn't continue pursuing accreditaﬁion. After MQSA
went into effect, thaﬁ didn't héééen anftmore
because they didn't have that épﬁibpg’ iﬁ may be.
applicablé to stereotacticrbféast biqpsy; There's a
lot of similarities that we're seéi#g fight now.

CHAIR ﬁENDRICKSé A\qﬁestioﬁ[frqm the
panel. |

MEMBER MONTICCIOLO: I just have a
question?forAMs. Butler. Penny, you éaid that it's
mainly rédiglbgi$ts who ha&e;applied so far even
though tﬁe practice setﬁings Qary.  We don't really'
have a good handie,on What non radiologists are
doing from the numbers. Is thatAéorrec£?

MS. BUTLER: We have several surgeon

practices that have applied for accreditation and
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the next speaker will be talking about the American
College of Surgeons Program which we provide support
for.

CHAIR HENDRICKS: Dr. Barr.

DR. BARR: Helen Barr, FDA. Penny, do
you follow these submitted cases to look at what the
diagnosis was? In other words, is there any
correlation between failure? Does failure prove
that the biopsy was not diagnostic? 'Is there any
correlation between your failures and diagnosis of
the lesion? Do we have any evidence on that?

‘MS. BUTLER: This is not something that
we've been tracking and I guess I'm trying to figure
out how we would do that. But no, I have no data on
that.

CHAIR HENDRICKS: I just have another
question‘for clarification regarding thé process
because Qe've been talking about how burdensome some
of these processes are and that that might be a
deterrent for voluntary participation in these
programs. So in terms of the clinical component,

what is the obligation to the facility? How much
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time does it take in terms of preparation for this
accreditation in your estimation? What is the
burden to the facility to participate in this
program in terms of manpower, fees?

MS. BUTLER: As far as fees go, it's

1

+
-S4

52 £ - s ] 2
Lir I Il elieve it

$1,200 for the first unit and I s $1,050
for the second unit. We don't have that many for
second units out there.

As faﬁ as time goes,kthe\dOCumentation
of persohnel requirements is critical but most of
the physicians, for example, and even the
technologists, certainly when the medical physicists
are involved, they aie already,in the habit of
documentingithis information because they're
reqﬁired to under MQSA and in fact, many of the
personnel réquiremﬁnts really parallel what MQSA
requires.

The quality control, there certainly is
time associated with that and I don't have immediate
figures on that right now. But\odce again, a lot of

the tests are very similar to what's required for

MQSA. An annual medical physicist survey is also
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required. But all these things I ;hink are good
practices that have been established through MQSA
and I wouldn't say that this is more burdensome than
MQSA perhaps in some sense because it may be less

burdenso@e, but just because MQSA has already taken

a lot of the burden re

CHAIR HENDRICKS: Thank you very much.
Dr. Monticciolo. -

MEMBER MONTICCIOLO: This is Dr.
Monticciolo. I would echo some of the things that
Penny said like my site is accredited for a
stereotagtic. So I've been thréugh this process and
a lot of the things we would do anyway just for
quality purposeé, it's a good idea. We QA the
machine every single morning‘so that we're ready and
make sure everything is calibrated for every
patient. So we would do that anyway. I think most
of the requirements for the‘accreditatién program
are reasonable.

The only issue that we're having and is
probably going to be addressed in committee and you

could speak to this, Penny, is that it's currently
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required that we submit imaées on masseg and
calcifications and almost all masses we see well
with ultfasound. So we probably see them with
ultrasound.v The last time we went up fbr
accreditation we had a hard time getting ﬁhe mass
because I didn't want to put:somebody on the table
just to get the accreditatién when I knew it was
easier for the patient to have'an ultrasound if
you're agreésonable clinician and you care about
your patient.

‘Pgoplé said to me, "Why don't you just
put somebody on the table with a mass" and I
couldn't\just bring myself to do that. So it took
me a long t;me to find a mass that we couldn't see
with ultrasound and we could the stereo biopsy.
That's probably something thét!s easily addressed.

MS. BUTLER: I'd like to comment on
that. Thatfs/why I carefully chose my words when I
talked abouﬁ—masses at this time. rDr. Phil Evans
who is cﬁai; of tﬁe committee is agtuélly convening
a meeting to look at the mass issue and where we are

at this point in time. Medicine evolves and I think
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our progfams have to evolve to appropriately reflect
how we evaluate these medical procedures.

CHAIR HENDRICKS: - Thank you. I just
have one quick question just for clarification
again. How were the participants identified to
participate in this voluntary proéram? Were they
new machine purchasers of new equipment or
facilities who had already been involved in the MQSA
inspectiQns? How were the participants identified?

MS. BUTLER: Basically, Ehey self-
identified themselves. This is a study. This is an
accreditation program and these facilities applied
to us for accreditation in order to try to do
demonstrate:the quality of the work ﬁhat they're
doing there. As with all of our a;creditation
programs, they start this way.

CHAIR HENDRICKS: Thank you. I guestion
from Dr.:Williams and then from an audience
participant.

MEMBER WILLIAMS: This is Mark Williams.

Just in follow-up to the question about the burden

just from the standpoint of the physicist, I don't
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know if Melissa and the other physicists in the
audiencexshare this experienﬁe, but we found that
the annual physics survey for the stereotactic
systems actually takes less tiﬁe than for a normal
mammo unit. So the burden level there, I would say,
is less even than a normal unit.

CHAIR HENDRICKS: Melissa.

MEMBER\MARTIN: Melissa Mart;in. I would
reiterate what Dr. Williams just‘said. Certainly
the time on the machine for the physicist is
definitely less than oﬁ a standard mammography
system aﬁd I think there is a direct correlation
with that. Wé have several facilities in a range of
settings.

As a consulting physicist, we have very
few academicrcenters. So ours are primarily
community basedxhoépitals aﬁd private offices.
Several have volu#ﬁarily gone through thé
accreditation program and they do not find the QC
for the stereotactic, that is, the least burdensome
process ﬁhat they have of all the breast imaging

equipment in the department.
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I would just also offer. We actually
have several sites too that have voluntarily gotten
the ACR manual for gquality control, adopted that
program and;use it in-house even though:they haven't
paid the $1,200 to get accredited. But they want
that QC progrém and that's what they/use to document
for quality control just within their own centers
whi;h I would find if that is a tfuly burdensome
process, it wouldn't be done voluntarily in-house.
So I would juét reiﬁerate. The QC part is not
burdensome on that program.

CHAIR HENDRICKS: Thank you very much.
Any other questions or comments from panelAmembers?

MEMBER PASSETTI: Bill Passetti. You
said there ﬁas about 3,000 facilities in the
country, - somewhere around that neighborﬁood.

MS. BUTLER: Yes.

MEMBER PASSETTI: Do we\knog how many of
those are MQSA accredited facilities or totally
separate?

MS. BUTLER: Wé have no data on that. I

would imagine just from our anecdotal experience

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
{202) 74,4437 WAKQKIINGRTON 0O 20NNR.I70M wAr naalrarnee rrm




10

11

12

13

14

15

16

17

18

19

20

21

68

that most stereo units are associated with an MQSA
certified facility. So if it's a dédicated prone
table, obviously itvwouldn't:requirétMQSA
accreditation. Theie are some add—én units out
there and most of these add—§ﬁ units aétually
mammography. 8o they would have to be covered under
MQSA. |

CHAIR HENDRICKS: Yes,) Carol Mount.

MEMBER MOUNT: I just wanted to echo the
quality control program from the technologist
standpoint ¥Sxalso:very easy to do. The
technologist in the breast imaging department are
very familiar as Penny said With going through and
doing the wéekly QC and it takes minutes in the
morning to get the machine ready and then they do
their chgcklist ané their quality control. So it's
not a burden at all to the technologist to add this
to their daily work.

CHAIR HENDRICKS: One final comment from
the audience before we move on.

MS. WAGNER: Judy Wagner, R.N. I just

want to tell you that in my presentation I get
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questions from women all the time and the big
question is where do I find in an accredited breast
center. So I have now put»it in my PowerPoint
presentaﬁion. The ACR has a wonderful site. You go

under ACR.org under Facilities and you can find if

11 Tmmle 13
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our sister lives in Missou all. You

look under stereotactic. You plug in stereotactic
and you plug in the city. If you can't find that
city, just use Missouri and all of the accredited
centers forjstereo;actic will come up in that area.
Same with ultrasound. So it's a really good
resource. I have it in my handouts to women so that
they can network this knowledge to other women.

'MS. BUTLER: Thank you.

CHAIR HENDRICKS: Thank you very much
and thank you for your presentation. We'll move
then to the next speaker who is Kambiz Dowlat, Dr.
Dowlat, welcome, to talk about interventional
procedures related to breast disease.

DR. DOWLATSHAHI: Ladies and Gentlemen,
thank you for inviting me to present the views of

the College of Surgeons as well as myself regarding
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the stereotactic programs. I Qas~called in because
I was involved with this device from the first day
but I didn't have a lot of time to collect
information and data. So my presentation is going
to be vefy general and hopefully I will give you
some message as to what we surgeons think about the
stereota;tic needle biopsy and it's safety and
efficiently. |

Some historical notes. This is a little
bit of too much writing but I'll try to read it for
you. . Screening mgmmography as most of you may know
started in the "60s with the Shapiro reporting in New
York thekdata and subsequently on a wider scale
around the country in the 1aﬁe “70$. Then it became
very widelyyapplied tests in the United States, I
would say, in the late “80s aﬁd early “90s.

The suspicious lesions that were
detected by mammography were wire localized by
radiologists and removed by surgeons for diagnosis.

This is where I was involved with&the mammography
and this is how I became more interested in breast

cancer detection and diagnosis and treatment.
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As I said, I introduced the sterectactic
needle biopsy in the United States from Sweden only
because I did not think that wire localization and
excision was a good way of doing things because 75
to 80 percent of the biopsies that we did at the
time were a;l benign. I thought that was unfair to
women .

So the technique wasAdeveloped in Sweden
and the first unit was brought into the University
of Chicago and that's where I worked with it and
tested it against the open biopsy and others have
done equally well and subsequently this was accepted
by radioiogists\at first because I couldn't sell it
to surgeéns and then the surgeons came into the
field at a later stage.

Breast ultrasound was also a diagnostic
step for intervention. It was popularized by my
colleague, Dr. Staren, at Rush in Chicago. This was
again a historical note which I want to introduce
because both the stereotactic and ultra$ound came
together in the mid "90s when the need for

intervention became obvious.
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In 1997, the surgeons felt somewhat
threatened that their practice was taken over by
intervention or radiologists aﬁd they went to the
College of Surgeons and they asked me and Dr. Staren
and we formed a group and started the stereotactic
and ultrasound courses given at the College meetings
twice a year. |

In the eariier phases of thése courses,
we were giving certificates to the participating
individuals so that they could go back toe their
hospitalé and start practicing the intervention of
steps being either stereotactic or ultrasound.

A set of guidelings as was pointed out
by the previous speaker was developed in conjunction
with theiCollege of Radiology and I have a copy of
that for the panel. Unfortunately, as I said, I
didn't have enough time to make a lot of copies, but
it describes what this voluntary program which is
place by the College of Surgeons for their fellows
and for their practicing fellows is all about.

My comment is that the practice of

surgery is becoming more and more image dependent.
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And you can see that if you go into any set of
operating rooms in the hospital that something like
eight ouﬁ of ten surgeons areroperating on the
screen. Laparoscopic choleéystectbmy is a good
example as most of you know in the arthroscopic
procedures and so on and so on.

The 21st century practice of surgery has
become very image dependent. Therefore, surgeons
have to become cognizant of what the mammographic
problems are and therefore become familiar and
become skilled at reading and interveniﬁg whenever
is necessary.

Of course, safety of the patient and
accuracyiof the procedure through correct diagnosis
is paramount. If‘you miss a cancer overdue or over
practice. the needle biopsy at the slightest risk of

malignancy, it's a very fine skill and find
experience to obtain. It takes time to be able to
do this procedure bothvwithﬂultrasound and the
stereotactic.

‘Now image-guided treatment of breast

cancer is also on the horizon. I'm sure a lot of
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you know about the laser treatment of these tumors
as well as the radio frequency, cryosurgery. These
are all minimally invasive means of treating but
image dependent methods of treating breast cancers.

Surgeons are alsoAinvolved\withythe plécement of
the radiation devices for partial treatment of
breast tumors. So as I said, earlier on, more and
more image dependent technology is comiﬁg into the
field and we just have to learn about them.

In my opinion, the curreﬁt stereotactic
biopsy program as I have given copies to the panel
members is adequate for practicing surgeons and
should serve the primary goals of patient safety and
the diagnosis of cancer. It's not popular with
surgeons and radiologists for a variety of reasons.

It adds a little bit more to their busy schedule.
You just have to submit, I'm just sayiné that by
having sﬁoken to several surgeons in the past week,
that if they areﬂworking with radioclogists, life is
made easier for them because the mechanism is
already in existence for the submission of the

application.
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&But if they are independent, they have
to come up With the resources in order to fulfill
the requirements and I think that's one 6f the
questions that was brought up earlier on does
everyone fulfill these requirements or participate
in these voluntary programs or not. I'm trying to
explain one of the reasons why it haé,nct been
followed through by a lot of surgical practitioners
as independent practitioners.

I personally believe that the broblem of
dealing with breast disease andkbreast abnormalities
should bé addressed'by the Residency Review
Committee. This is a commitﬁee which reviews the
material taught to the surgicalfresidenﬁs. I think
imagé guided breast biopsy and therapy should become
part of éhe resident training program.

What we are dealing with now is insure
that today's ﬁracticing surgeons are familiar and
they practice correctly and they know how to handle
biopsy or how to read the mammﬁgram and so on. I
think fo; the future this should be addressed at a

much earlier stage of training of the surgeons.
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You should be taught at the residency
level at the major teaching hospitals. They all
should have:image,guided training programs. This is
a rapidly evolving field for which the trainees
should bé givén instructions and then subsequently
the American Boa:d of Surgery should tesﬁ them in
order to assure thét they are~qualified for practice
in this fieid,

That'éme last one. I addréssed the
subject in a very general wéy but I would be happy
to answer any specific queétions to the/best of my
ability.

CHAIR HENDRICKS: Yes. From the panel
first. Dr. Williams. -

MEMBER WILLIAMS: This is Mark Williams.

This is actually a question'fof either\éf the last
two speakers. I was wondering. The ACR was
obviously involved in putting together this
accreditgtion program for the ACS. Could either of
you just say in a couple of sentences what the major
differences are between the two in terms of either

the accreditation application process or in the
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quality control procedures réccmmended?v

DR. DOWLATSHAHI: As far as I know,
there isn't a whole lot of difference. The brochure
that I gave you I was involved withvthié development
about four or five years ago and theé i# was
recently revised. But it was déveioped jointly with
the College of Radiologists. Would you like to add
to that?

MS. BUTLER: Penny Butler, American
College of Radiology. The requirements of the
program are‘exactly the same between the American
College of Surgeons' program and the American
College of Radiology's program. The really only
difference is administrative. The initial contact
is made throughiﬁhe American Co1lege,of~Surgeons'
Office but the review is done by the American
College of Radiology réviewers for the American
College of SurggOns program and then the results
letter obviéusly goes to the facility from the
American College of Surgeons.

CHAIR HENDRICKS: I have a guestion for

clarification, Penny, please regarding the
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applications. Have they all been under the
collaborétive track or have some facilities, some
physicians, appliea and been accredited‘dn the
independent setting track?

MS. BUTLER: 1In the American College of
Radiology program, I would say most of the
applications come under the independent setting
traék and because mostly radiologists are attracted
to the ACR program, most of those would be
radiologists. Although we do have somevsurgeons
apply to our prégram and they'll also apply to the
Americanjcdllege of Surgeoﬁs; |

CHAIR HENDRICKS: I do note in reviewing
the document that ;here do\seem to be sbme
differences related to the qualityvassurance
activities. This is in response to Dr. Barr's
comment about following up the number, some audits
details,:of*biopsies, cancers, followed, biopsies
needing repeat biopsies and then the false negative
and PPV Qalﬁes in the practice. So is there some of
that data that is’being genefated now as part of the

current accreditation process for the physicians on
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the independent track?
| MS. BUTLER: Unfo?tunately at this time,
we are réquesting this audit data but it's not a
requirement that they do it and I think I have that
in here. But we're trying to get that data. I
don't have that data analyzed in order to present.
But another thing I did want to point
out to Dr. Barr's question, of course you only think
of these after you sit down, is regarding the
diagnosis and correlation we‘don't ﬁave,that for
mamﬁography either.
CHAIR HENDRICKS: Thank you; I have one
other question for both of you related to how the
surgeons who participate in the collaborative
setting Erack tﬁ meet these accreditation criteria,
how they:document that they have read the 480
mammograms in conjunction with a rédiélogist or
independently with separate, I don't know what the
language is, for cqnfirmation of their mémmography
requirement to be accredited?
DR. DOWLATSHAHI: I think if I just

answer that question with the focus on surgeons who
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more than 50 percent of their practice is breast
surgery. Tﬁey gsee easily, myself I see, more than
20 patients a week and that comes ﬁp\to 1,000. I
think that's because 95 percent of\my practice is
breas£ surgéry. But for those who are even 50
percent of their practice is breast‘théy/easily see
480 mammagiams either independéntly or in
conjunction with a radiologist.

CHAIR HENDRICKS; So is that an
assumptién that those physicians met thét criteria
based on this descfiptor or is there Someway to
guantitate the matter?

DR. DOWLATSHAHI: Do they actually write
it down on a daily or weekly basis? I think some do
but not all.

CHAIR HENDRICKS: So it's not a
requirement at this point iﬁ time to demonstrate
that the physicians on the édllabora;ive‘setting
track the mémmograms.

DR. DOWLATSHAHI: That's part of the
requireménts. It's part of the requirements that

they should read or interpret that many mammograms
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every year in order to remain on the ball.

CHAIR HENDRICKS: Thank you. Yes,
Penny.

MS. BUTLER: Penny Butler, ACR. From
the American College of Radiology perspéctive just
to differentiate, the American College Qf Surgeons
evaluate the personnel qualifications and the ACR
evaluates the personnel qualifications for
facilities accrediting through us. We iequire them
to sign an attestation that fhey have met these
qualifications and then when we do site visits, we
notify them that they mﬁst agree to a site visit at
any time. When we do our site visits, one of the
things that we look for is a log for whatever
setting they're in that they acﬁgally have that
documentation in place.

CHAIR HENDRICKS: Thank*?ou'very much.
Other questions or comments from the pangl or from
the audience? Yes, Carol.

MEMBER MOUNT: I have a question for
both of you or either one. What happens when you

have a facility where the radiology department has
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an accredited biopsy table and the radiologist and
their team is accredited. ?hé surgeon also wishes
to use that table and they are’not accrédiﬁed? What
happens or does it work?

DR. DOWLATSHAHI: This is Dowlat from
Chicago.’' I think the surgeéﬁ~usually has taken the
training course either by the College of Surgeons or
by another accredited organizatioﬁ and is familiar
with this procedure. Therefore he may not have that
dqcumentifrom the College ofﬁSurgebns yet if that is
what you are talking about . |

MEMBER MOUNT: Right. I'm just
wondering. Is it then legal for him to use this
machine that is accredited?

:DR. DOWLATSHAHI: Is it legal?

MEMBER MOUNT: If it were a mandated
process,:would it be?

DR. DOWLATSHAHI: I think that would be
yes. Bu# at this point because it's a voluntary
program the onus is on the surgeon to have taken the
course and to have passed the test because also

taking the course, they are given a test to insure
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that they have understoodkand they know how the
machinery works before they go to the site. When
they go to the site, they u$ually are supervised in
the first cases;either by another surgeon or by a
radiologist.

MS. BUTLER: Penny Butler, American
College of Radiology. In the ACR program, I would
hope that scenario would be covered undér a
collaborative setting and that the surgeon would be
working with a radiologist in that setting and would
have the\apprqpriate documentation available to show
that the individuél is qualified.

Unfortunately, that's not always the
case and the accreditation has been appiied for by a
radiologist. Oné thing that we have,in:our survey
agreement with all of our voluntary accreditation
participants is that all personnel that work in the
proceduré must be qualified and that the lead
interpreting\physician there is responsible to
making surejthat all personnel meet the
qualifications. If the qualifications can't be

documented that they've been met, the American
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College of Radiology would have to look at as to
whether their\accreditatien could be maintained.

CHAIR HENDRICKS: Thank you very much.
Any other questions or comments from the panei?
Yes, Dr. Ferguson.

MEMBER FERGUSON: Does the American
College of Surgeons believe that accreditation
should be mandatory?

DR. DOWLATSHAHI: Not being directly in
the College myself, I think the answer is that at
this time they think if the volunﬁary system works
they shoﬁld-keep it as such. This very guestion was
actually:debated several years ago'whenzl\was
intimating involved with this program and it was
tabled. I don't know what is the official view of
the college at this time.

MEMBER FERGUSON: Your personal view.

DR. DOWLATSHAHI: My personal view is
that\thié ig a kind of a skill thét\a surgeon should
have. If he or she is going to treat a patient for
diagnosié or treatment, it makes no difference

whether it is an imaging program related to breast
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or to the heart or liver or gall bladder or
something. He and she should have that skill. 1It's
the same as a biopsy, introduce that instead of full
dissection. Thirty patients are a minimum number
of cases donekbefOIe the surgeon knows that he or
she is adequately skilled tqvqperate on. their own.

The same thing is here. I think they
should kﬁow‘enough to be comfortable and secure that
they do a good job. and they fulfill the criteria for
QA and QC.

MEMBER SEGELKEN: Jane Segelken. I just
have a comment about that and in-a rural community
for example where I'm from, there are only 20 people
a year even diagnosed with breast cancer. So when
you're talking about such é small number of people
to have that kind of experience may or may not
happen. So at leést you'll have an important
comment to make.

CHAIR HENDRICKS: The access question.
Do you want to reépond to her before we move to the
next comment from a panel member?

DR. DOWLATSHAHI: Sure. You want me to
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respond to that. I think a small community is when
20 breast cancers are diagnosed a year. It may
unfair for é surgeon or radiologist to go into the
trouble of learning this procedure and to become
gquite skilled at it. I think it may be better if

et eyl e Frem Ve gmmim 1T 1174
the people from the small communit

y went to a larger
community near by. I don't know the gecgraphic
location;of your center, but I think it would be to
the advantage of the patient to travel maybe 50
miles to a larger center where the surgeons and
radiologists are very accustomed to this technology.

CHAIR HENDRICKS: Thank you. Another
comment from the panel?

MEMBER MARTIN: -Melissa Martin. A
question/and maybe I missed it. ‘Ymu're\both talking
about programs. We've heard numbers about 3,000
units available. We saw numbers around 475 are
currently voluntarily accredited. Do you have a
breakdown of how many are accredited through the ACS
program and how many of those 475 or so Ehrough the
ACR program are the standalone surgical centers?

DR. DOWLATSHAHI: I think most of the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
{00\ D444 WARKINGSTAN N 9NDOR.ATN WAARM maalrrrnge com




10

11

12

13

14

15

16

17

18

19

20

21

22

87

numbers that given to you are by the ACR. Very few
are through the ACS.

| MS. BUTLER: Penny Butler, American
Collége of Surgeons. (Laughter.) Let me take that

back.

her.

"MS. BUTLER: Currently with the American
College of Radiology. Currently we have in our
records I believe it's 12 faqilities accredited
through the American College“oﬁ Surgeqns. I don't
have a pfecise number for the number of independent
surgical practices that are accredited through the
American‘Coilege of Radiology. It's not a large
number though.

CHAIR HENDRICKS: Carolyn Hendricks,
just a follow-up. What steps can ACR take and ACS
take to increase the proportion of centers that
participéte in the program if we want to continue
along the valuntarykpathwayé |

MS. BUTLER: We\hévekbeen trying. For

all of our voluntary accteditaticn programs, we've
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embarked on a marketing effort to raise the
visibility of these programs. There has been some
success working through third party payers who are
obviously very much interested in scorecards and
paper pefformance/énd everything else and some of
them have become more interested. Bﬁt I think if
you look at the tracking of the nuﬁber of facilities
that have achieved accreditation since 2000 it
doesn't appear that this has made a significant
difference.

;cme HENDRICKS: Thank you. Maybe

we'll take one more comment before our break.

Welcome.

MS. WILCOX: 1In terms of the third party
payer .

CHAIR HENDRICKS: Please introduce
yourself.

MS. WILCOX: I'm sorry. Pam Wilcox,
American’College of Radiology.’

CHAIR HENDRICKS: Thank you.

‘MS. WILCOX: In terms of third party

payers, the ACR has been heavily marketing our
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accreditation programs to payers as a way to improve
quality. And unfortunately, although my soapbox is

frequently to talk about stereotactic breast biopsy
and breast ultrasqgnd and the defiqiency rates that
we see tﬁere, they're really not interested because
they're not high ticket enough items. They're much
more interested in MR, CT and PET. So it is highly
unlikely from my experience that the payers are
going to look at making these prograﬁs mandatory.
Thank you.

CHAIR HENDRICKS: Thank\yauf Yes, one
comment . Diane. /

MEMBER RINELLA: Just one quick final
questionf Diane Rinella. Of these facilities that
are accredited with the ACS, these stereotactic
tables, then that facility that is ACS certified
does not have to have onsite a radiologist. Is that
correct? So then the surgeoﬁ is going to be looking
at films that the patient has brought in; assessing
those films and then targeting the area themselves.

DR. DOWLATSHAHI; fhat“s correct.

MEMBER RINELLA: Okay. Thank you.
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MS. SPRINKLE: I just have one comment.

CHAIR HENDRICKS: ' Please introduce
yourself at\the mike first.

MS. SPRINKLE: Yes. Susan Sprinkle,

mammographer, mammography technologist and

Houston.? I just have a comment. Since Diane
brought that up, it's the perfect time. It is also
if you are not accredited, if your stereotactic
program is not accredited, thrguéhAthe gmerican
College qf Radiology, you do not have to have a
qualified mammographer doing the procedure with the
radiologist or the surgeon. We have gotten request
at my compaﬁy to train RTs to do stereotactic
procedurés and we have issues with that. We believe
that a technologist that is assisting a radiologist
or a suréeon in a stereotactic procedure should be
a qualified;mammagrapher.

CHAIR HENDRICKS: Thank youyfor that
comment énd with that we'll take a 15 minute break.
Off the record.

(Whereupon, the foregoing matter went
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off the record at~10{48 a.m. and went back on the
record at 1i:03 a.ﬁ4)

CHAIR HENDRICKS: On the record. 1I'd
like to reconvene the meeting and ask the panel

members in the audience to take their seats. Again

.
L o - = £ o ey
Jjustc S fICuse

W

speakers at the podium to state their names clearly
so that it can be incorporated in the transcript of
the meeting and so that our panel member at a
distance can hear all thé comments. We would like
to keep the;ndise in the audience at a minimum so
the participants and the panel members can hear the
speakers.

With that, we'd like to welcome our
speaker to the podium, Donald Flater who is Chief of
the Iowa Bureau of Radiologic Health. Welcome.

MR. FLATER: Good morning. I want to
make sométhing~perfectly clear and that is in Iowa
stereotactic accreditation and certification is
mandatory.

I'd like to first start out by giving

you a little bit of information about the State of
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Iowa and our program. e only have 2.8 milli
people in the whole State of Iowa. We have 138
hospitals. Of that, 96 of the hospitals are below
50 beds anderobablykhalf of that number are below
20 beds. So we don't have a lot of bhig ones. We
have one large one or we think it's large and that's
a 1,200 bed and. that of course is the University of
Iowa Hosbital. We currently have 156 mammography
units in‘the State of Iowa plus we have two digital
units. That does not include the count on the
stereotactics.

Now I'll refer to the handout that you
have. Stereotactic units in Iowa, wé have 24 which
of that 24 there are two units that are mobile and
there are three units that are upright. The rest of
them are the supplying type units. Curiently we
have 85 radiologists in 22 facilities and physicians
that are not radiologists, we have 24 that are in
six facilities. Two of those facilities are solely
surgeon facilities. They have no connection to
radiologists. And four of those facilities have

both radiologists and surgeons that use the
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stereotactic units.

Listed below, the information on the
physiciags, are the noncompliance issues that we've
had so far in 2005 relative to our regulatory/
program. Wé inspect each and every mammography unit
and stereotactic unit annually and the reason we do
that is ﬁhe Iowa Administrative Code mandates that
we have no choice but to do that.

You can see listed there the different
types of noncompliances that we have found and I
would call your attention té Items 7, 8 and 9.
Seven, 8 and 9 all refer to one facility. The
reason for Item No. 7 being there is that this whole
process 5n these units héppens'to be a fraud issue
where an individual fraudulently manufaétured the
phantom pictures. She did this on 11 different
times that we know of. The reason that No. 7 is
there is our attorney believes that in doing this
she defiﬁitely jeopardized the public health and
safety relaﬁive to patients that are going through
stereotaétics;

This individual has in fact gone to
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court and we are waiting the final decision of the
judge. What we ha&e asked is that her certificate
to practice mammography be revoked which basically
means that it never could c&me back into effect.
This happens to be an individual that has 26 years
of experience at the facility Wheré she did in fact
the fraudulent activity and she does havé about four
yvears in another p;ace. So she has 30 years of
experience. We also found the/same type of
fraudulent activity in the regular mammography
program. | |

Yqu‘can see the rest of the information
that's déwnbthere, the different ways that
physicians can become qualified. Also attached
there are the rules do specifically address the
stereotactic processes and on the bottom of it you
will notice,the note the Iow& Administrative Code.

You have to be a little careful in Iowa.
We talk about things like Iowa Code and Iowa
Administrative Code. Iowa Code is law. Iowa
Administ£ative Codes are rules. I give you this

information and if you'll note that on page 42 of
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the document is where the actual étereotactic
information can be found.

We change rules on a rouﬁiné of about
once a year. As things change, we change rules as
they're necessary. So it's a process werdon't WOrry
about. We're not like some places that take a long
time to éet;rules throqgh. Our maximum amount of
time for a rule is f:om the time it becomes a
notice, about five months, and it's iﬁ place. So we
don't have a long period of time.

I would say that the program has worked
well. We started back in the mid "90s. We have not
had a lot of complaints at least that have come to
my office. We did have some difficulties with the
surgeons at first because they had never been
through such a program or such\a process. So they
did have some trouble meeting some of the
requirements. We've kept the same regquirements ever
since we started and in moét cases, they have met
them.

We did”have a bit of a problem with some

of the physicists inspections and that getting them
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done in a timely fashion and that kind of thing.

But that will all straight out. 1It's jﬁst a matter
of bringing it to their attention ana asking them to
get it.

So it's been a good process; We do
enjoy it. Of course, this is oné where we do not
have oveisight from the FDA, but we're more than
willing to shére our information with them and we do
talk with Dr. Finder every once and a while about
issues that come up.

One other point that we are in fact
trying to deal with at this point in time is the
radiologist assistants. In this area, we have
received a request from a training progiam that they
be allowéd to provide trainihg to the radiology
assistants.k

Where our concern comes in is I know in
the information that has been put out it says that
they won't do any interpretation. That may be true
in your setting that is not rural. But’we have a
number of facilities in Iowé where the radiologist

is located at another hospital. The radiology
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assistant come in. They do«their work and then they
take all that information back to the hosgpital and
at times, they do make interpretations.

So I can see this program going the one

step further and running into that issue. I'm not

cing to go that same way on our

too sure
regular mammography program. I think those requests
are going to come in as we have the coniinued
problem With pebple and the‘number/oﬁ people going
into the practices and that kind of thing especially
in the rural communities. We have one fadiologist
that covers seven different faciiities. He likes to
fly. So he flies from one to the next one to the
next one. But we still run into some problems
there.

So we‘ie going to have to deal with that
issue. We do approve schools and that kind of
thing. So I'm sure we're going to get into the
middle of that.

Again as I said, the rules are there.
They're very specific. We do mandate and this is

where we try to plagiarize guite bit on the ACR. We
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do use their,quality control information and we do
mandate those kind of things. That's all I have
unless I can answer some questions for your folks.

CHAIR HENDRICKS: Dr. Williams.

MEMBER WILLIAMS: This is Mark Williams.

I just have one little guestion. You plagiarize
the qualit? control from the ACR, but I notice that
you didn't, unless I'm just overlooking it, include
assessmént of the collimation which actually can be
a fairly:important thing in stereotactic biopsy.

Was that on purpose?

MR. FLATER: It probably wasn't on
purpose. I didn't realize it was an issue but we
certainly can‘téke it up and we'll take}it back and
find out what's the problem. We do ﬁse,physicists
in fact in Iowa. In order to be a physicist on list
you have to be either board certified or board
eligible; one of the two. And that has never come
up as an issue.

One of the noncompliance problems that
we have had, you'll notice tha;/No. 1 is they're not

following the recommendation of or the indication
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from the physicist which we go back and force them
to do once we find out they haven't folldwed that.
So the collimation issue may be addressed at that
point in time. If the physicist says‘there's a
collimation problem, they're going to have to fix
it.

MEMBER WILLIAMS: ©Okay. I just didn't
see it in your list. So I don't know if the
physicist is looking at it or not.

MR. FLATER: I éertainly will check on
it.

CHAIR HENDRICKS: Carolyn Hendricks,

‘Panel Chair. Just for clarifidation, does your

program have the same cliniéél component as the ACR
program and, if so, what are the details related to
the imagé review?

MR. FLATER: The image review, we
require that they do provide images. The images go
in front of what we call our clinical image review
group. We have seven radiologiéts under/contract.
We provided the funding for them to all be trained

as individuals that do stereotactics. We had that
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done at the University Qf Iowa and then they are
required to meet tﬁe same regquirements as we have
here. EQen though they don't necessarily have
stereotactic at their facility,\they have to meet
the samefrequirements in order to be an
interpreting physician.

CHAIR HENDRICKS: Did you employ similar
criteria for pass and ﬁail and, if so, what kind of
data do you have on your facilities ét this point in
time regérdihg pass rates and failure rates?

"MR. FLATER: I can't answer that
questicn:bedause I'm not the one that takes care of
that part of it. I listened to what Penny had to
say and I'm certainly going to go ba;k and ask our
folks exactly what;criteria they do use‘ﬁar the
actual image review process.

CHAIR HENDRICKS: Yes. Dr. Barr from
the audiénce.

DR. BARR: Helen Barr, FDA. Mr. Flater,
do you have any evidence that with your mandatory
program that there has been either an increase in

capture of lesions during stereotactic biopsy or a
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